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November 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured,Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of th e act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Better Bladderm* The three extracts in Better Bladder for Men 
I 

N&tie Root Extract, 
are clinically studied to support a healthy 

Pumpkin 
Seed Oil, Pygeum Bark Extract 

1 bladder and urination. * I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are trutliful and not misleading. 

By: ~@~i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scient8ic Affairs at 
(920) 469-3608. 

tiike Devereux 
Chief Financial Officer 
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November 7,2005 

Office of Nutritional Products, Labeling &. 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
8i 

PWYTOPHARMICA’ 
--.-.--.-xI.~-I.-- ----__--..-_-- -__- I_ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 6% F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 n F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, andlor Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. EnzymatiCTherapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature, 

1 for Men and the body’s natural anti-inflammatory 1 Seed Oii, Pygeum Bark Extract 
1 response, these extracts promote healthy I I 
1 bladder function.* 

I certify that the information contained in this notice is complete and accurate md that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~~~~ 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /l/9 lo< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 



FNZYMATICTJ~FRA~Y 
Ib~Ce!nPaF?nTED 

WhatBetterfeels like? 

INTEGIAtVUE ,THERAPIiUTICS INC.” ENZYMATIC THERAPY” 
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9755 SW Commerce Circle, Suite I32 825 Chatknger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 4, F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 c F: 503.582.0467 I’: 920.469.9099 + F: 920.469.4418 (Phyto) 

November 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

phytosterols. These compounds, especially 
beta-sitosterol, have been known to support 

‘P$geum Bark Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Sincerely, 

Mike Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPCUTICJ INC.” 
NF Formulas o PhytoPharmica 

.,’ Tyler Encapsulations a Vitaline Formulas -*.--_I- ‘-_-” I ---...-.._ _I^---.-~__ .._- -_-___ “.” . 
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$@dCyJ$zJp$-J$a&.TE-J P: 503.582.8386 * F: 503.582.0467 

wimtBetterfeels~iw - 

ENZYMATIC THERAPY’ 
a 

PHYTOPHARMICA’ 
._-__._ --. -._-.- - ..^ .--- -- ._... --_ ___l_----- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 9 F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 4 F: 920.469.4418 (Phyto) 

November 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation t statements,are truthful and not misleading. 

By: ati 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Roster, Senior Vice President of Scientific Affairs at 
(920)469-3608. 

Mike Devereux 
Chief Financial Officer 



INTEGRATIVE THBRAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas or PhytoPharmica al 

Tyler Encapsulations * Vitaline Formuk~ PtiYTOPHARMICA” 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZ~~MATIC THERAPY ~Wilsonville, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

INGORPORABE3 P: J03.582.8386 Q F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 CPhyto) 

November 7,2005 

Office of Nutritional Products, Labeiing & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Ciaims/Disclaimecs 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Men clinical trial, 263 men received either pygeum 
extract or placebo for 8 ‘weeks, At the 
conclusion of the study, 66% of the men who 
had received pygeum extract experienced 
support for healthy micturition (urinary 

‘Pygeum B&k IExtract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific’ Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

P . 
Mike Devereux 
Chief Financial Officer 



INTEGRATIVE TH~RAMX.WlCS INC.- 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 ix F: 503.582.0467 P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

November 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Suppiements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 I1 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. EnzymaticxTherapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

found that men who received. 
more than twice as likely to 

ealthy bladder function and urinary 

I certify that the information contained in this notice is complete and accurate and that Enzymatic: Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

ByI #&!i&~ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: iI f$IOg 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formuks 4; PhytaPharmica L 

ENZYMATIC THERAPY 

Tyler Encapsulations o Vitaline Formulas --I---. .----- ie----i-m--;---.. 
9755 S W  Commerce Circfe, Suite 62 

Wilsanville, OR 97070 
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November X,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

PHYTOPHARRJICA’ 
-__.-_“~-----l~---__-_~-___ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 92O.469.9099 + F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statementprovided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 20 l(g){ l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

Nettle Root Extract 
Men (Urtica dioica} have a long history of traditional use for 

joint and respiratory health, recent research has focused 
on the health supportive benefits .of the roots for 
healthy urinary ‘flow and prostate function.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not m isleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

M ike Devereux 
Chief Financial Officer 



lNTECRATlVE TWERAPEUtlCS INC.” EblLYMATIC THERAPY’ 
NF Formulas B PhytoPharmica & 

Tyler Encapsulations *, Vitaline Formulas PHYTOPHARMICA’ 
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97% SW Commerce Circle, Suite 62 
ENZYMATICTHERAPY 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
Witsonville, OR 97070 P: 920,469.1313 6- F: 888.570.6460 (Enzymatic) 

: t-4 ar: n R P 0 R A 7‘ E D P: 503.582.8386 e F: 503.582.0467 P: 920.469.9099 * F: 920.469.447 8 (Phyto) 

mt Better@& liw - 

November 8,200s 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(I)(C) of the act and comply with section403@)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fume, and may be exploratory 
in nature. 

-_.. -- ..,. 
Better Bladderr”* for Stinging nettle has been shown to support a 7.%%ii Root Extract 
Men natural anti-inflammatory response, partially 

through its inhibition of cyclooxygenase 
/ derived reactions.* I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
truthful ,and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608, 

P . 
Mike Devereux 
Chief Financial O fficer 
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November 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY” 
I& 

PHYTOPNARkWCA* 
-“r_._--- .--. - ..---- -_-I- _.-__ -~___- 
825 Chaknger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

p: 92Ca.469.9099 II F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) ofthe act. Tbese claims are 
not necessarily for a product we &trrently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: If /Y/O< 

If you have any questions, please contact hobert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 



INTEC;RATtVE THERAPEUTICS INC.” 
MF Formulas e Phytopharmica 

_I_ Tyler Encapsulations 6 Vitaline Formulas 
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9755 SW Commerce Circle, Suite B2 
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November 8,2005 

ENZYMATIC THERAPY’ 
& 

PHVTOPHARMICA’ 
._---~----~~-__~_.___l._-l__- 
825 ChailerIgef Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 4, F: 888.570.6460 {Enzymatic) 

p: 920.469.9099 9 F: 920.469.4458 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed< ~Yor Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Grem Bay, Wisconsin 5431 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(G) of the act. These claims are 
not necessarily for a product we currently,market or plan to market in the immediate future, and may be exploratory 
in nature. 

stinging nettle and pygeum for 28 days 
researchers fomxd that this combination 
provided significant support for healthy 

I certify that the information contained.in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: jLuY%u 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Roster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 



INTECRATiVk THERAPEUTlCS INC.” ENZYMATIC THERAPY’ 
NF Formu+ + PhytoPharmica ca 

Tyler $pcapsulations * Vitaiine Formulas PHYtOPHARMICA* 
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ENZYMATICTHERAPY 
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilson~ille, OR 97070 p: 920.4(59.1313 cv F: 888.570.6460 (Enzymatic) 
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What Betterfw NW: - 

November 82005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the.Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we ~urrentlymarlcet orplan to market in the immediate future, and may be exploratory 
in nature. 

Men in pumpkin have found7that it con&ns high 
levels of phytosterols, (including beta-sitosterol) 
as weli as linoleic acid, selenium and other 
benefilial nutrients for bladder and prostate 
health.” 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1rMo-f : 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

sinw P - 
Mike Devereux 
Chief Financial Officer 



WTEGRATWE THERAPEUTICS INC.- ENXYMATK THERAPY* 
dF Formufb + PhytoPharmica kr 

Tyler Encapsulations + Vitallne Formulas PHYTOPHARMICA* 
-._- -_I_--__--“-IIx_I_I-_ ..,l__.l-.. _..---- ---.-,-------- _ -..-- ----- _-__ ~ 

9755 SW Commerce Circle, Suite 62 
Wilsonvilie, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

825 Chz#enger Drive, Green Bay, WI 54311-8328 
P: 920.4S9.1313 * F: 888.570.6460 (Enzymatic) 

P:, 92R469.9099 c F: 920.469.4418 (Phyto) 

November 9,2005 

Oftice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label,that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate &me, and may be exploratory 
in nature. 

Better BladderrM* for 
Men completely understood. One theoryis that delta- 

7 sterols in the fatty oils block 
dihydrotestosterone from androgen receptors, 
decreasing the exposure of prostate cells to 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 



IblTiiGRATtVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

, Tyler Encapsulations * Vitaline Formulas 
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9755 SW Commerce Circie, Suite 82 
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ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA* 
_-.I_-_-_x-~---..- .-II-. ~ l-.----l_ ---~- 
825 Chatlenger Drive, Green Bay, WI 5431 l-8328 
p: 920.469.X 313 4 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 *a F: 920.469.4418 (Phyto) 

November 9,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label mat contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic; Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market ix plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information.contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading, 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: fr kritd 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial O fficer 



tNT&CRATlVE THERAPEUTSCS INC.” ENZYMAilC THERAPY* 
NF Formufas * PhytoPharmica Fn 

Tyler Encapsulations + Vitaline Formulas PWYTOPHARMICA’ ,,. --_____ -^-I -.-. -----_.--_---_4_-___~ _ll_~l_l-lll_l--_l.---_---. 
9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 

ENZYMATIC THFRAPY Wiisonville, OR 97070 P: 920.469.1313 4.e F: 888.570.6460 (Enzymatic) 
I1’4CORPLJRATED P: 503.582.8386 8 F: 503.582,0467 P: 9208469.9099 r F: 920.469.4418 (Phyto) 

November 9,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federil Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the a&‘&d comply with se~tio~?~3(r)(6~ of the act. These claims are 
not necessarily for a product we Currently market or plan to market in the immediate ,fiture, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements, are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Mike Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTl<S INC..” 
NF Formulas c  PhvtoPharmica 

Tyler Encapsulations *Vitafine Formulas ._.--. --,*-- _-..-. il__l_ ----- -_._ _---_ 
975s SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 * F: 503.582.0467 

November 9,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMKA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 *, F: 888.570.6460 (Enzymatic) 

F: 92Oi469.9099 4 F: 920.469.4418 (Phyto) 

This letter is to notify you that the followixzg product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a f&e1 that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic.Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act and comply with section 41)3(r)(6) of the act. These claims are 
not necessarily for a product we currently market or-plan to market in the immediate future, and may be exploratory 
in nature. 

Better B ladder*M* for In scientific studies pumpkin seed oil was found ‘Pum&in Seed O il 
Men to support healthy bladder pressure and 

fimction. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements’ are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: II hid 

If you have any questions, please, contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Sincerely, F 

~?.~ 
Chief Financial O fficer 



INTECIATIV~ THERAPEU-IiWX INC.” 
NF Formulas e PhytoPharn+a 

Tyler Encapsulations e Vitaline Forinuias _ I __““_. . “,_- .n__l ._.^ __-I ..-_ ----.-----.-.-. 
9755 SW Cammerce Circle, Strite B2 

ENZYMATIC THERAPY Wilsanville, OR 97070 
P: 503.582.8386 6~ F:‘503-582.0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMKA’ 
-__r--i .--- --.---_--.------___ __- 
$25 Challenger Drive, Green Bay, WI 54311-8328 
p: 920.469.1313 4 F: 888.570.6460 (Enzymatic) 

P: 920*469.9099 -r’ F: 920.469.4418 (Phyto) 

November 9,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, IIFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, andlor Distributed by Enzymatic 
Therapy, Inc. at 825 Chiillenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic ,Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 4~3(r)(6~ of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: lilc)lU~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 469-3608. 

Sincerely, 

WP 
. 

M!ike Devereux 
Chief Financial Officer 


